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October 3, 2000

Dockets Management Branch

U.S. Food and Drug Administration
5630 Fishers Lane, Room 1061
Rockville, Maryland

RE: Classification of Spinal Cord Stimulators
To Whom it May Concern:

My group currently implants a fair number of spinal cord stimulators. Specifically, in Southern
California we perform more of these procedures than most other groups combined. We have
found that this technology is very beneficial for selective patients, and the appropriate selection

of these patients is critical to the success of the procedure.

When considering a patient for spinal cord stimulation, it is important to know both the
psychological makeup of the individual, as well as the current pathophysiology which exists and
creates the patient’s pain symptoms. Spinal cord stimulation, although becoming more common
these days, is still a significant advancement in the arena of pain management. We have become

more routine with its ease of use and its applicability for a variety of patients.

The fear is that, with this increased complacence, the value will be undermined. Currently I am
aware of two companies in the United States that provide spinal cord stimulators for
implantation. They are both excellent companies and have performed a tremendous amount of
research and development to provide not only a product which delivers good pain relief, but also
a reliable product which dependably offers many years of service. As you know, the procedure

itself is a surgical procedure and is not without risks. To implant any device that
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would be compromised in its integrity would be unthinkable.

It is my understanding that these products might be considered by the FDA to be declassed from
a Class IIT to a Class II product. I believe this would be a very bad idea. Specifically, we
depend highly on the reliability of the companies currently providing this product. I would hate
to see other imitators with less prudent clinical trials allowed to provide an alternative in that

the long-term ramifications might be drastic.

I have no financial interest in either one of these companies. My only issue of interest 1s that
my patients do well with these products, and I would hate to see anything compromise the care

of these patients.

Please consider the request from me and other pain practitioners in Southern California in asking

you not to change the class of implantable spinal cord stimulators from Class III to Class II.
If you have any questions or if you would like to have additional input on a personal note, I
would be more than pleased to communicate with you by mail, telephone, or E-mail. Again,

I thank you for your time regarding consideration of this issue.

Sincerely, .

Richard M. Paicius, M.D.
RMP:skh
D: 10/3/00; T: 10/3/00
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